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DETAILED ACTION 

1. Applicant's amendment filed August 11, 2005 is acknowledged and has been entered. 
Claims 1-33 have been canceled. Claims 50-63 have been added. Claims 34-53 are pending. 
All of the arguments have been thoroughly reviewed and considered but are deemed moot in 
view of the new grounds of rejections. Any rejection not reiterated in this action has been 
withdrawn as being obviated by the amendment of the claims. 

2. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

New Grounds of Rejections 

Claim Rejections -35 USC §103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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4. Claims 34-37, 38-41 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gagnor et al (Nucleic acids Research, vol. 17, no. 13, pages 5701-51 14) in view of Locatelli et al 
(WO 00/29613, May 2000). Regarding claims 34, 37, 40, Gagnor et al teach a composition 
comprising a target nucleic acid and a control nucleic acid (ps-0-I and ps-a-II), wherein said 
control nucleic acid comprises at least one contiguous sequence of at least 8 (elm 9) or at least 10 
(elm 22) nucleotides in length essentially parallel complementary to said target nucleic acid 
region (see Figure 1, page 5108 and page 5110, first paragraph, under "Results", lines 1-10). 
Gagnor et al differs from the instant invention in that the reference does not teach wherein the 
composition comprises a thermostable polymerase and two sets of primers for target and control 
nucleic acid. However, Gagnor et al do teach wherein the composition comprises primers/probes 
and comprises a primer and/or probe binding site for use in a RT-PCR reaction and hybridization 
reaction (page 5109 to 51 10, section entitled "Materials and Methods"). 



Application/Control Number: 1 0/087,63 1 Page 4 

Art Unit: 1637 

Locatelli et al teach composition comprising a target nucleic acid, wherein said target 
nucleic acid is DNA and calibrator (control nucleic acid), multiple sets of primers for the target 
and control nucleic acid and thermostable polymerase, which can be use in quantitative 
amplification and hybridization reactions in a single reaction vessel (page 4, line 23 to page 5, 
line 10). 

Therefore, in view of the foregoing, one of ordinary skill in the art at the time of the 
claimed invention would have been motivated to have modified the composition as taught by 
Gagnor et al to encompass primers for both the target and control nucleic acid along with a 
thermostable polymerase for use of the composition in quantitative detection of nucleic acids 
which can be performed in a single reaction vessel as taught by Locatelli et al. 

Regarding 35-36, Gagnor et al teach the composition of claim 9, wherein said target 
nucleic acid comprises a primer binding site or a probe binding site and said control nucleic acid 
comprises a sequence that is parallel complementary to the primer binding site or probe binding 
site of the target nucleic acid (Figure 1, page 5108; page 5110, first paragraph, under "Results", 
lines 1-10 and page 51 12, lines 3-7). 

Regarding claim 38, Gagnor et al teach the composition of claim 9, wherein the target 
nucleic acid is an RNA molecule (Figure 1 and page 5110, first paragraph, under "Results", lines 
1-10). 

Regarding claim 41, Gagnor et al teach the composition of claim 10, further comprising a 
primer or probe (aps-P-I and aps-a-II) that binds to the primer-binding site or the probe-binding 
site (Figure 1 , page 5108). 
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Applicant traversal and Examiner's response 

5. Applicant traverses the rejection on the following grounds: Applicant states that the 
Gagnor reference is directed to using oligonucleotide to block nucleases. Applicant states that 
Gagnor only uses the oligonucleotides as gene control agents to block transcription. Applicant 
contends that even if one of skill in the art were motivated to amplify something from Gagnor et 
al, they would amplify the RNA to see if the nuclease has been blocked by the oligonucleotides. 
Applicant states that this interpretation does not result in a composition comprising primers to 
amplify or probes to detect each of the two nucleic acids. Applicant states that the cited art does 
not include all of the elements of the claims, e.g., target and control nucleic acid and primer and 
probes to amplify or detect each of the target and control nucleic acids. Applicant states that if 
the Examiner's interpretation is correct the oligonucleotide in Gagnor et al is the control nucleic 
acid, because at least one of the oligonucleotides in Gagnor et al is parallel complementary to the 
RNA. Applicant argues that although the Examiner did not present a clear explanation on this 
issue, this interpretation require amplification of the oligonucleotide itself if the reference 
included all elements of the claims. Applicant states that one skill in the art would not have been 
motivated to amplify the oligonucleotides itself because the oligonucleotides are too short and its 
amplification would serve no purpose. Applicant asserts that indeed the ot-oligonucleotides 
described in Gagnor et al may hybridize to RNA, but there is no evidence that a polymerase 
would add nucleotides to their ends. Applicant states that not only does the combination of 
reference fail to teach the invention claimed, even if those of skill were motivated to amplify the 
nucleic acids as the Examiner suggests, (which those of skill were not), the combination would 
not work because of the material used by Gagnor et al. 
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6. All of the arguments have been thoroughly reviewed and considered but they are not 
found persuasive for the reasons that follows: In response to Applicant's arguments concerning 
the use of the oligonucleotides of Gagnor et al, it is noted that Applicant's claims are not drawn 
to "a method" but to "a product". The limitation "for amplification" as recited in the claims is 
"an intended use" of the primers. MPEP states that a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the prior art in 
order to patentably distinguish the claimed invention from the prior art. If the prior art structure 
is capable of performing the intended use, then it meets the claim (See In re Casey, 152 USPQ 
235 (CCPA 1967) and In re Otto, 136 USPQ 458, 459 (CCPA 1963)). The claims as written 
only require a target and a control nucleic acid that comprises at least one contiguous sequence 
of at least 8 nucleotides in length essentially parallel complementary to said target nucleic acid 
region or the complementary strand of said target nucleic acid region and primers of the target 
and primers of said control. As stated earlier the limitation "for the amplification of the target" 
and "for the amplification of the control." is an intended use limitation of the sets of primers. In 
regards to Applicant's arguments that the oligonucleotides of Gagnor any hybridize to RNA, but 
there is no evidence that a polymer would add nucleotides to their ends, it is noted that contrary 
to Applicant's arguments, Gagnor does carry out RT-PCR in the presence of primers as well as 
hybridization. Again, Applicant is reminded that the claims are not drawn to a method but 
rather a product with intended use limitations. No amplification or PCR is required but rather is 
an intended use of the composition. According the Examiner maintains that Gagnor is valid. 
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5. Claims 42-49 are rejected under 35 U.S.C. 103(a) as being unpatentable over Gagnor et 
al in view of Locatelli as previously applied above and further in view of Ahern, H. (The 
Scientist, vol. 9, No. 15, pages 20-24, July 1995). Regarding claims 42, 43, 45, and 46, Gagnor 
et al in view of Locatelli et al teach the composition as previously described above. Locatelli et 
al further teaches the use of the composition in the form of kit. 

In a scientific article, Ahern teaches the advantages of a kit and provides motivation for 
combining reagents in the form of a kit. Ahern teaches that a kit provides convenience, time 
management and ease of practicing to the investigator (page 23, second-forth paragraphs). 
Therefore, in view of the teaching of Ahern, one of ordinary skill in the art at the time of the 
claimed invention would have been motivated to have combined the composition as taught by 
Gagnor et al in view of Locatelli et al in the form of a kit for the obvious benefits of 
convenience, time management and ease of practicing to the investigator as suggested by Ahern. 

Regarding claims, 47, 48, Gagnor et al teach the composition of claim 42, wherein said 
target nucleic acid comprises a primer binding site or a probe binding site and said control 
nucleic acid comprises a sequence that is parallel complementary to the primer binding site or 
probe binding site of the target nucleic acid (Figure 1, page 5108; page 5110, first paragraph, 
under "Results", lines 1-10 and page 5112, lines 3-7). 

Regarding claim 44, Gagnor et al teach the composition of claim 42 wherein the target 
nucleic acid is an RNA molecule (Figure 1 and page 5110, first paragraph, under "Results", lines 
1-10). 
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Regarding claim 49, Gagnor et al teach the composition of claim 48, further comprising a 
primer or probe (aps-p-I and aps-ct-II) that binds to the primer-binding site or the probe-binding 
site (Figure 1, page 5108). 



Conclusion 

7. Claims 50-63 are free of the prior art because no prior art was found teaching or 
suggesting a composition comprising a target and control nucleic acids, primers for both the 
target and control, and a control probe and a target probe which detects amplified products and 
further wherein the control probe is more than 80% parallel complementary to the target probe or 
the nucleotides complementary to the target probe. The closest prior art; Weller et al (Applied 
and Environmental Microbiology, July 2000, vol 66, no. 7, pages 2853-2858) teach a 
composition comprising a target nucleic acid and a control nucleic acid and primers for 
amplification of said control nucleic acid, a control probe and a target probe, wherein said 
control probe detects amplified control nucleic acid and the target probe detects amplified target 
nucleic acid. Weller set al differs from the instant invention in that they do not teach wherein 
the control probe is more than 80% parallel complementary to the at least 8 nucleotide of the 
target probe or at least 8 nucleotides complementary to the target probe. No directionally as 
defined by Applicant in the use of the term "parallel complementary" is given in the prior art for 
the composition as described therein. Tchurikov et al (Federation of European Biochemical 
societies, vol. 297, Number 3, apges 233-236, February 1992) teach hybridization experiments 
using parallel complementary DNA probes. The reference differs from the instant invention in 
that it does not teach the use of the probes in quantitative and/or real-time PCR assays. No 
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motivation could be found in the prior art for combining the probes with a quantitative PCR 
assay. Accordingly, an obviousness rejection against the claims could not be made. 
8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Cynthia B. Wilder, Ph.D. whose telephone number is (571) 272- 
0791. The examiner works a flexible schedule and can be reached by phone and voice mail. 
Alternatively, a request for a return telephone call may be emailed to cynthia. wilder(%uspto. gov . 
Since email communications may not be secure, it is suggested that information in such request 
be limited to name, phone number, and the best time to return the call. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571) 272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Patent applicants with problems or questions regarding electronic images that can be viewed in the Patent 
Application Information Retrieval system (PAIR) can now contact the USPTO's Patent Electronic Business Center 
(Patent EBC) for assistance. Representatives^are available to answer your questions daily from 6 am to midnight (EST). 
The toll free number is (866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of the problem. The 
Patent Electronic Business Center will notify applicants of the resolution of the problem within 5-7 business days. 
Applicants can also check PAIR to confirm that the problem has been corrected. The USPTO's Patent Electronic 
Business Center is a complete service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also enables applicants to view 
the scanned images of their own application fde folder (s) as well as general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 



CYNTHIA WttDSfi 
fWTsNT EXAMINER 




